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Memorandum

JuL 12 2005

Subject: Primary Review of Application for Registration of Repel Insccl
Repetiont 30VE. EPA le Symbol 305-AE. Active Ingredient:
30% Citriodiol (CAS # 129828-24-0, No PC Code assigned). DPE
316502, Decision # 353637, MRID 465095-01 and -02. CSF duled
03.717:2005.

From: Nina Simeonova, Cheniist =/ R Y S

Biopesticides and Poltution Prevention Division (7511C)

Biochemical Pesticides Branch

To: Tasha Gibbons, RAL
Biopesticides and Potlution Prevention Division (7511C)
Biochemical Pesticides Branch

Action Requested

WP Brard. [ne, requests registration of the product Repel Insect Repelient 2001, 8 A
Fite Svmboi MS5-AF Tt contains as its active ingredient 30% Citrtodiol. Fhis fade name
is synonyinous with BExtract of Lemon Eucalvplus, which is acid modilicd Oy st cien
Eucalyptus (PC Code 040503, CASRN &000-48-4) and contains approximately 63% -
Menthane-30 §-Diol (Chemical Code 0115500, CASRN 42822-86-0). The TUAL was
registered by W PC Brand as Citriodiol, PA Reg. No. 305-539 on 12/720/2005. Repe!
[nseet Repetlent 30L1E is ready-to-usc-solution of the active inuredient :n
with addicen of

Repel tnseot Repellent 30LE is non acrosol pump spray repellent against tnosguitoes,
deer ticks e buting gnats for divect application on skir and clothing.

i support of the request the applicant submitied the producet specific < udics MRIDs
463095-01 and 465095-02, The applicant 1s ciung toxicology data, analvtical method and
cilicacy dicu Tor the registered products Citriadiol (TGAL EPA Reg. No. 305-59) Ropul
Inseet Repetiont Lotion (EPA Reg, No. 303-30), Repel Essential Insect Repellent Pump
Spray Noo A7) and Repel Natural Inseet Repellent Acrosol {(EPA 303-1 1 recently
withdraw s Niso are submitted CSF dated 03172003 and drait 1label,
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*Inert ingredient information may be entitled to confidential treatment*

Confidential Business Information

Internet Address (URL) » hitp:/Awww apa.gov
Hecyulsd/Recyclable « Prinled with Yegetable Ot Based Inks cn Racycled Paper (Minimum 25% Postconsumer)




Conclusions and recommendations

. The subnutted studics describe adequately the composition of the product Repel
Inscct Repellent 30LE (EPA File Symbol 305-AE), the method of 1its manulucturing
anc s specific physical and chemical propertics.

2. The citations of toxicity data, obtamed for the TGAI (EPA Rez. No. 305-59), Repel
Inswet Repellent Lotion (EPA Reg. No. 305-50). Repel Essential [nscet Repellent
Pucp Spray (EPA Reg, No. 305-37) and Repel Natural Insect Repellent Acrosol
(1A 305-100 the application currently withdrawn) in order to meet the data
revirrements for registration of Repel Insect Repelient 30LE (EPA File Symbol
S07-Aky are acceplable. Obviously Repel Insect Repellent 30LE will be less toxic
in comparison with the above mentioned registered products., because it contains
fess or the same amount of the active ingredient (30 % comparcd with 30, 40 or
Tty dess harmlul mert ingredients (only from EPA’s List 4B) und

It 1= aceeptable to cite the efficacy data for Repel Insect Repellent Lotion {FPA
Ree. No. 305-50) to support the registration of Repel Insect Repellent 301k (EPA
File symbol 305-AE), because the both products contain the same amount of the
actrve mgredient and have similar compositionn.

s

4. [t acceptable to use the enforcement analytical method, developed for FPA Reg.
No. 503-560 and used for 305-57 and 305-59 1o support the registration of EPA File
Syvimbol 35AT because this method determines the same active ingredient in
products of stmilar tvpe (lotion, ready-to-use solutions).

It 1s recommended:

» o find a better way to identity by chemical names, trade nantes and
CASRNS the specific active ingredient, obtained through acid
modification of the natural product “Oil of Lemon Eucalvptus® and to use
1t the CSEFand on the fabel. The statement oMingredients on the label
must be n strict compliance with the identification of the active igredient
in the S+

¢ [oadd in MRID 465095-02 the MSDSs for the ingredients in the
formulation.

The application for registration of Repel Inscet Repellent 30LE (EPA File Svmbol 305-
AL is accepiable aller resolving the above mentioned deficiencies.
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*Inert ingredient information may be entitled to confidential treatment*




Study Summaries

MRID 46:095-01. Physical and Chemical Propertics Determination. Repel Inscet
Repellen: 301LE. pH, Odor, Color, Viscosity. Density (Specific Gravity), Physical State
and Flash Point were determined on 5 separate lots of Repel Insect Repellent 30LE in
compliance with GLP. Oxidation/Reduction and Explodability werc addressed by
estimation of the components in the formulation. The Storage Stability studies and the
Corrosion Characteristics are pending, The raw data and the results were subject to
Quality Assurance. The determination of the Phystcal & Chemical Characteristics is
refiable.

MRID 463G95-02, Product identity & Disclosure ol Ingredients and Analysis and
Certification ol Produet Ingredients. Repel Inseet Repellent 30LE

The Prodact Identity was revealed in the Conflidential Statement of Formula, The
Formulation Process is described i a Conlidential Attachment with  table, containing
the amouats of the ingredients used to prcpaz'e-hatch and bricf desceription of
the formulation process.

There ts ro evidence of formation of impuritics during the formulation process. No
reaction wiih the packaging material during storage 1s taking place.

The appheation for registration will use the analytical method already registered for
determination of the active mgredient in EPA 305-56,305-57 and 305-59. The applicant
cites MR 446239-01 as source of data about the analytical procedurc.

Classihication; acceptable. after resolving the difference between the CSF and the label’s
statement of ingredients and submitting the MSDSs of all the ingredients in the
formulation.

cer N.Simconova o 1L Gibbons, BPPD Subject File
N. Simeonova, OM2.(703) 308-0291. 07:08/2005,
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*Manufacturing process information may be entitled to confidential treatment*
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13544

Chemical:

IED File Code:
Memo Date:
File 1D
Accession #;

R135001

Oil of eucalyptus

PC Code:
040503
41500 BPPD Tox/Chem
F/12/2005
DPD3 16502
000-00-9001

fIED Records Reference Center
142007



